
SEP.-04’98(FRI)10:03 GPIA FAX:202 833 9612

Alice E, Till, Ph,D,
Prcsidcn[

TEl_/:202833 9070 P!002

16201 Srrccrr NV sLIik! BoO

Washington, DC 20006

(x-12) R33-9f)70

FM (202) 833-9612

3940 ‘% SW-4 P3XI0

September 4, 1998
Doclcets Management Branch
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Food and Drug Administration
12420 Park Lawn Drive
Room 1-23
RockvilIe, MD 20857

Copy to Dr. Robert Trimmer, FDA, CDER

R13:ANDAs: Impurities in Drug Substances Draft Gnidmce
J:VGUUM.NC\2452DFT.WPD July 21, 199S

To Whom It May Concern:

The Generic Pharmaceutical Indusby Association (GHA) respectfully requests an
additional 60 day extension far comments and suggestions regarding this draft document.
This request is to assure that we can provide a comprehensive commentary on the
guidance.

If YOUhave any questions, please call me at 202/633-9070,

Sincerely,

Alice J3.Till, Ph.D.
President

cc: Dr. Robert ‘Trimmer
CDER
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